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Dea r  S itlM l a d a m : 

The  Conswne r  Hea l thca r e  P r o dw ts Assoc ia t i on  ( C X IP A ) is p l e ased , to  p r ov i de  c o m m e n ts 
r e ga r d i n g  th e  . r e o pen i n g  o f th .e  c o m m e n i : pe r i od , fo r  N u tr ient C o n te n t C l a ims , Gene r a l . 
P r inc ip les;  Hea l th  C l a .im s, Gene r a l  R e q t i r emen~s  a n d  O the r  Spec i fic Requ i r emen ts fo r  
.lnd iv id t ia l  I -Tes. l th C la ims;  R e o p e n i n g  o fth e  C o m m e n t Pe r i o d , 6 3  Fed . R e g . 2 4 5 4 1 - 2 4 5 4 7  ( 4  
M a y  2 004 ) . C H P A , fo u n d e d  in  1 8 8 1 , is a  n a tio n a  t rac le  assoc ia t ion  r ep r esen tr’n g  
m a n u ’fa o tu re rs  an i l  distr i ,butors o f d i e ta ry  supp l .emcn r s  a n d  ove r - the -co lmte r  dn l g  p r o d uc ts. 

C H P A  we l c omes  th e  o p po r tun i ty to  p r ov i d e  c o m m e n ts to  th is  1 .9 9 5  p ..o p o s e d  r u l e  o n  n u tr ient 
c on te n t a n d  hea l th  c la im s a .nc l  s uppo r ts th e  &ency’s e ffor ts to  fm il im tc th e  c o m m u n i c a tio n  o f 
truth.ful a n d  non -m i s l ead i ng  in. lkxm a tio a  to  c onsume rs  a b o u t hea l th  c la im s o n  fo o d  a n d  d i e ta ry  
s u p p l emen ts. C H P A  p rev ious ly  subm i tte d  c o m m e n ts to  the  Advance  N o t ice o f P r o posed  
Ru l cmnk i ng  fo r  F o o d  Labe l i n g : B e & h  C la ims  a n d  D i ewy  G u i d ance  ( P D A  Docke t N o . 
2 0 0 3N - 0 496 ) . 

T h e  Agency  r e q u e s te d . c o n m e a t o n  s emm l  as,pects o f the  p r o p o s e d  r ~ g u l a tio a  o n  nu l ;r ient 
c o nwn t c la im s a n d  h e & h  clti.m s in  o r de r : to  p r ov i de  E lctdi t ional.  flex ib i l i ty i n  th e  use  o f th e se  
cl,G n s o n  fo o d  p r o d uc ts. 

F D A  is i n te rested.  i n  c on r Jume r  r esea rch  d a ta  o r  o the r  i nFo rma tio n  o n  c onsume r  
undo r s tan i l i ng  o f abb r ev i a te d  h ,ea l , th  c la im s, w h e th e r  ab rev ia tec i  hea l th  c la im s 
w o u Id  m ls lea,d consume rs , a r n d  w h e th e r  a d  h o w  th e  d i scon t i nued  u s e  o fth e  wo r d  
‘“m a y ” in. h ea l th  c 1a im .s wou l d  a ffec t th e  use  o f, o r  n e e d  fo r , abb r ev i a te d  c la ims.  
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CHPA supports the NNFA petition to pen-nil abbreviate4 health claims  in which a 
dear statement of the ability of the substance to reduce the risk of a disease or 
h.eatth-related cotxI.itiox~ CM be placed on the front of the package and any 
additional labeling requirements of the h.eo1r.h cl.aim . can appear elsewhere on the 
label. We  do not believe abbreviated health claims will mislead consumers as long 
as the statements are cr~th:fu,.l and no1 misletsding, and there is a prominent and 
immediate adjacem reference th,at r&m ccmmm~s t&additional labeling which 
fulfills the elements of tlzc m .odel lm.guagrs. We are not aware of any specific 
testi.ng of obbreviattod hm-&h claims, but our experience from OTC drug produtts 

teaches tha$ the mnre simple and 11~s compkx the label statement, the easier it is 
for th.c consumer to comprehend. the nwwge. Therref~re a simple statement such 
as “soluble fiber liam  [name soluble fiber source] reduces the risk of heart 
disewe” whi& is Wowed by a statemen~t such IS “see additional impostant 
information on the back [or sideJ panel,” should be perm itted on the principal 
display panel of 1l.w package. 

CHPA also supports the Task Force ou Consumer Health Znfonnation for Better 
Nutrition recommwsd.ation that FDA consider removing the requirements for use 
of the word ‘5nay“ or “m ight” in unqualified health c!dms. As described in the 
FDA comments in the Federal Register announcement,{69 Eed. Reg. 24544,4 May 
2004), the wwd “may” oou.ld have severa meanings. One use could be to indicate 
the multifactorial ~cliUre of the disease in that the substance “may” reduce the risk 
of a disease or health-related GOl3d~iiOJ3, while a.nother inIeqx-etation could be a 
reflection afthe science supporting the claim . Thw, use of the same word with 
diE&xit meanings is likely to lead to consumer con:cilsion, especial ly if consumers 
are ‘tryin,g to decide if the kea#l# cXain2. rupresents an unqualified or qualified health 
cI+p. As stated above, a si.mp1.e dccl.mtion ofthe associatian of tlae substance 
with. the d.isesse or health-related condition for an unqualified health. claim  will be 
the clearest to th.e consumsr. 

CIQA looks forward to continued eoopcrati,on with FDA in the development of a regulatory 
process for he&h claims. We welcome me opl,ortunity to work v-Ah ,the Agency and other 
interested porkieies tow&s this end. 

RespectfuZly submitted,, 

Dwgb ws. B ierer, Ph.D. 
Vice Freaidexrt, Regulatory &  Scientifi.c Affairs 


